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DETAILED ACTION 

The response filed November 8, 2005 presents remarks and arguments. Claims 
1 and 10-74 are pending in the application. Applicant request for reconsideration of the 
rejection of claims in the last office action has been considered. 

Status of claims 

Claims 1, 10-74 is pending. 

Claims 2-9 are cancelled. 

Claims 1, 10-74 are rejected. 

Response to Arguments 

In response to the Office action dated November 8, 2005, Applicant has provided 
arguments for patentability of claims 1, 10-74 in the transmittal of a response to August 
11, 2005 Office Action. 

Objection to the specification 

The objection to the specification has been withdrawn for the reasons in Applicants 
response on page 42. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 



Rejection under Claim Rejections - 35 USC § 102 
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Applicant's arguments, see page s 42-43, filed November 8, 2005, with respect 
to claims 1 and 2 have been fully considered and are persuasive. The rejection of 
claims land 2 has been withdrawn. 

Rejection under Claim Rejections - 35 USC § 103 

Applicant's arguments filed November 8, 2005 have been fully considered but 
they are not persuasive. As stated to page 45- 

To establish a prima facie case of obviousness, three basic criteria must be met. 

First, there must be some suggestion or motivation, either in the references themselves or 

in the knowledge generally available to one of ordinary skill in the art, to modify the 

reference or to combine reference teachings. Second, there must be a reasonable 

expectation of success. Finally, the prior art reference (or references when combined) 

must teach or suggest all the claim limitations. The teaching or suggestion to make the 

claimed combination and the reasonable expectation of success must both be found in the 

prior art, not in applicant's disclosure, See M.P,EJP, § 2 143, 
47 • A 

prima facia evidence was established by combining the references of the stated prior 

art. Even though Glen et al. did not explicitly teach the block copolymer to be 6-8 % as 

claimed by Applicant, it however teaches a range which overlaps the Applicants' 

claimed invention. The patent teaches (see col. 3 lines lines 27-28 a block copolymer 

from 5-20%. It is well within the level of one skilled in the art to be motivated to 

determine the optimum concentration/dosage to get the maximum effect. Hence the 

reference makes obvious the instant claim invention. 

New Rejection under Claim Rejections - 35 USC § 102 
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Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Glen et al., 
US 4,056,635. 

Glen et al teach the instant claim 1 an aqueous formulation comprising: 

a. block copolymer (see col. 3 lines 26-27), 

b. a polyethylene glycol (see col. 3 lines 29-30) 

c. 2,6-diisopropylphenol (see col. lines 22-23) 

d. propylene glycol (see col. 2 lines 29-35) In addition to the claim limitation a-c 
and e, Glen discloses a suitable additional solvent propylene. 

e. water (see col. 3 lines 30). 

New Rejection under Claim Rejections - 35 USC § 103 

Claims 1, 10-31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Glen et al US 4,056,635 in view of Meadow et al., WO 03/017977 A1. 

Glen et al teach the instant claim 1 an aqueous formulation comprising: 

a. block copolymer (see col.3 lines 26-27), 

b. a polyethylene glycol (see col. 3 lines 29-30) 

c. 2,6-diisopropylphenol (see col. lines 22-23) 

d. propylene glycol (see col. 2 lines 29-35) (In addition to the claim limitation a-c 
and e, Glen discloses a suitable additional solvent propylene). 

e. water (see col. 3 lines 30). 

Claims 10 and 11, where the total amount of the block polymer is from 5-10% of 
said formulation (see col. 3 lines 27-28) an over lap of the range exist, therefore will be 
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obvious to one of ordinary skill to modify to achieve the instantly claimed invention. 
Claim 10 recites from less than 10% and claim 11 recites 5-10%. 

Claims 13 where the block copolymer -is a poloxamer (pluronic 68 see col. 3 
lines 27-28). Poloxamers are block copolymer therefore meets the limitation. 

With regards to claim 16 and 20, Glen et al. also teaches the amount of 2,6- 
diisopropylphenol is 1% (see col. 3 line 65), in claim 18 the 2,6-diisopropylphenol is 
from 1-5% (see col. 3 line 62), and in claim 19, the 2,6-diisopropylphenol is 1-2 % is 
recited at (see col. 3 lines 62-66). 

Claim 21 and 22, the PEG is 10 %(which is included in the range up to 15%), 
therefore the claim limitations of 21 and 22 are met (see col. 6 line 7-8). Also the Glen et 
al teach PEG-400 (see col. 2 lines 35-36) as in claims 27 and 28. 

As to claims 23-26 and 29-31 the Glen reference teach the range of a non-ionic 
surfactant 2-30% overlaps the claim limitations in claims 29-31 . 

Meadow et al. teaches claims 14 and 15 the poloxamer188 (see page 2 third 
paragraph). 

The instant invention differs from that disclosed in the reference in the particular 
poloxamer used. One skilled in the art would be motivated to employ the poloxamer 
188 of the meadow et al. and expect the same result because block copolymers are 
used in the pharmaceutical industry as micelles of drug carriers, therefore switching, the 
block polymer would not have affected the claimed subject matter. 

With regards to the specific amount limitations in claims 23-26 and 29-31, the 
determination of the optimum range is well within the level of one having ordinary skill in 
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the art and the skilled artisan would be motivated to determine optimum amounts to get 
the maximum effect of the drug. Hence the reference makes obvious the instant claim 
invention. 

Claims 32-74 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Glen et al US 4,056,635 in view of Meadow et al., WO 03/017977 A1 as applied to 
claims 1-10-31 above, and further in view of May et al., US 6,140,374 and Lee et al., US 
6,743,436 B1. 

Glen et al., and Meadow et al., are applied here as stated in the above rejection. 
In addition Glen teaches current claim 32 contains citric acid in the composition (see 
col. 9 lines 12-14). Glen also teaches the formulation is administered to a mammal (see 
col.1 lines 5-7) to induce anesthesia recited in claim 73. Claim 74 is obvious, as the 
formulation will comprise a container. 

May et al. teach current claims 35, 36, 60-61 pharmaceutical formulation 
containing an antimicrobial agent -benzyl alcohol (see abstract), in an amount 0.0175- 
0.9% (see col. 2 lines 28-45) as in claim 37. As to claim 39, 2,6-diisopropylphenol is 
recited as 1 and 2% w/v of said formulation (see col. 2 line 14) and 1% by w/v (see col. 
2 line 16) as in claims 40-48, 51-55. 

As to claim 49, 66 and 72, Lee teaches the block copolymer is less that 10 % 
(see cols. 7 and 8). Lee et al. also teach an aqueous solution containing a poloxamer 
188 in an amount of 8% (see col. 7 line 32+) in claims 51 and 52, and 7% as recited in 
claims (see 6 line 65+). Also the reference teaches the range of PEG from 0.5-5% (see 
col.7 lines 16-65) as recited in claims 39-57. 
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The lee reference also teaches the formulation contains polysorbate (see col. 7 
lines 47-50) recited in claim 62. The polyoxyethylene 20 sorbitan is present in 2% (see 
col. 7 lines 47-50) in claim 63. 

Although Glen et al. did not state the concentration of the citric acid as disclosed 
in the instant application, the use of citric aid is to maintain the pH of the composition, 
therefore one of ordinary skill in the art will modify the concentration of the acid to 
achieve the desired pH level of the formulation. 

Also the combine above reference teaches a wide concentration range for 
copolymers, PEG, citric acid. It would have been obvious to one of ordinary skill in the 
art at the time the claimed invention was made to formulate a sterile composition ranges 
replace the concentration as disclosed in the 635 patent with that of the applicant as the 
formulation contains all the necessary components for anesthesia in a patient. Although, 
Glen did not per se teach of the exact concentration of the components, Lee, however 
provided motivation to optimize the ranges of surfactants used with the lipid, based 
upon the examples given (see col. 6), where 4 grams of the surfactant and 0.5 g of PEG 
versus, 8 grams surfactant and 5 grams PEG, indicating concentration ranges can be 
optimized, based, upon the lipid use as soluble lipid-soluble drugs are generally poorly 
soluble in water and possesses limitation as disclosed by Lee et al. (col. 1 line 64+). 
Lee further explained (see col. 5. line 4+), the effect of selecting a suitable surfactant to 
increase the surface tension. As to the poloxamer 237 in claim 65, one skilled in the art 
would have been motivated to employ the poloxamer, because the above cited 



Application/Control Number: 10/766,631 Page 8 

Art Unit: 1614 

references teach a wide variety of poloxamers used in to achieve the instantly claimed 
subject matter. 

One of ordinary skill in the ad would have been motivated to combine the 
teachings of Glen with that of Meadow et al. May et al. and Lee et al. which result in the 
concentrations as claimed and obtained successful results in administering the 
formulation as an anesthetic to patients. One of the ordinary skills in the art would have 
known administering anesthesia to patients would vary as to tolerance, and the 
condition of the patient in need. It would have been obvious to one of ordinary skill in 
the ad to add an antimicrobial to the solution to prevent microbial growth in 
compositions intended for human and/or veterinary use. Therefore the skilled artisan 
would have incorporated an anti bacterial agent to the formulation. 
One of ordinary skill in the art would have expected successful results and would 
have been motivated combining the teachings of the above cited references as the 
art recognizes the claimed formulation (claim 1) for use as an anesthesia. 

Lastly, it would have been obvious to one of ordinary skill in the art to use a 
purified poloxamer, since the formulation is intended for human. 

Thus, the claimed invention was prima facia obvious to make and use at the time 
it was made. 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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